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Chapter III 510(k) Summary

This summary of 510O(k) safety and effectiveness information is being submitted in accordance with the

requirements of SMDA 1990 and 21 CFR 9807.92.

The Assigned 510O(k) Number is: ______________

1. Device Information
Device Common Name: Handpiece, Air Powered, Dental
Device Trade/Proprietary Name:
a. High Speed Air Turbine Handpiece series
b. Dental Low Speed Handpiece including Air Motor Straight and Geared Angle

Handpiece series

Classification Information:
a. High Speed Air Turbine Handpiece series
1. Classification Name: Handpiece, Air Powered, Dental
2. Regulation Number:872.4200
3. Product Code: EEB
4. Class: 1
5. Review Panel: Dental.

b. Dental Low Speed Handpiece including Air Motor Straight and Geared Angle
H-andpiece series

(1) Classification Name: Handpiece, Air Powered, Dental
(2) Regulation Number:872.4200
(3) Product Code: EFB
(4) Class: I
(5) Review Panel: Dental

2. Submitter Information

Manufacturer Name and Address

North West Medical Instrument (Group) Co., Ltd

No.3 Biyuan Road, Xianyang,
Shaanxi 712000, P. R.China
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Contact Person of the Submission
Ms. Diana Hong
Mr. Tarzan Wang

Shanghai Mid-Link Business Consulting Co., Ltd
Suite SD, No. 19, Lane 999
Shanghai, 20030, China
Tel: +86-21-64264467
Fax: ±86-21-64264467 ext. 809
Email: diana.hong na mid-Iink.etic

3. Device Description
3.1 High Speed Air Turbine Handpiece series

There are two series (total 12 models) handpieces in this high speed hanthpiece
series as A and B series. A series means the initial of model is "A", which include
Quick Coupling, B series means the initial of model is "B", which doesn't include
Quick Coupling.I

The High Speed Air Turbine Handpiece series device is reusable device, but they
should be sterilized before use, the sterilization method please refer to Section 1.4 of
Chapter VilI information manual.

In the A series of High Speed Air Turbine Handpiece series device, there are 2
models (AZL-4 and ADZ-4) device have one especial different from other model.
These two model device have illumination function implemented via LED, the power
supply of which is 3.3V d.c. and supplied by Therapy Machine.

AllI the variant types of High Speed Air Turbine Handpiece series follow the same
principle with the same intended use and are made of same materials

The applicant device is not for life-supporting or life-sustaining, not for implant.
The device is for prescription. The device does not contain drug or biological product.
The device are not provided as sterile, they can be reusable and re-sterilized by the user.
The device is not software-driven device.

3.2 Dental Low Speed Handpiece including Air Motor Straight and Geared Angle
Handpiece series

This series devices is the low speed handpicce device which includes 2 air
motors (model 0222 is two hole motor; model 0224 is four hole motor), one
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straight head (model 043) and one contra angle head (model 058E). the two
air motor can be matched with the straight or contra angle head discretional
for different condition.

The Dental Low Speed Handpiece including Air Motor Straight and Geared
Angle Handpiece series device is reusable device, but they should be
sterilized before use, the sterilization method jOlease refer to Section 2.4 of
Chapter VIII information manual.

All the variant types of Dental Low Speed Handpiece including Air Motor Straight
and Geared Angle Handpiece series follow the same principle with the same
intended use and are made of same materials

The applicant device is not for life-supporting or life-sustaining, not for implant. The
device is for prescription. The device does not contain drug or biological product. The
device are not provided as sterile, they can be reusable and re-sterilized by the user.
The device is not software-driven device.

4. Intended Use

High Speed Air Tubrbine llandpiece series

This device is an air-powered hand-held device, intended to prepare dental cavities for
restorations, such as tooth body treatment, tooth drilling and tooth grinding of
stomatology.

Dental Low Speed Handpiece including Air Motor Straight and Geared Angle
Handpiece Series

Jhis device is an air-powered hand-held device. intended for rcmov ing CtrioIuS
material. reducing [hard tooth struCture, caVity prieparation. ltnishiig tooth prvparations.
restorations aind pli ishni ug teeth lort use byv a Iraiined prk)1css icual in greneal dientListry,

5. Substantially Equivalence Determination

Predicate Device

a. INTEGRITY Low Speed Den Hi-Speed Turbine Handpiece
K-number: K0701 55
Manufactured by: Osseo Scientific, LLC
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b. Hi-Speed Turbine Handpiece
K-number: K071561
Manufactured by: Beijing North Pole Dental H-andpiece Co., Ltd.

The applicant devices are substantially equivalent to claimed predicate devices with

respect to safety and effectiveness.

6. Test Summary

6.1 High Speed Air Turbine Handpiece series

The performance of device following 1S07785-l:1997 and 1S09168:1991 were

conducted.

For the model AZL-4 and ADZ-4, because of the illumination set, these two models

device are electrically operated and the electrical safety and electromagnetic
.compatibility following IEC 60601-1 and IEC60601-1-2 were conducted.

6.2 Dental Low Speed Handpiece including Air Motor Straight and Geared Angle
Handpiece series

The performance of device following 1S07785-2:1995, 1S013294:1997and

IS09168:1991 were conducted.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public II feath Service4 ~~~~~~~~~~~~~~~~~~~~~~~~~Food and Drug Administration
10903 New EIlampshu ie Avenue
Document Contr ol Room -\V066-0609
Silver Spr ing, MD 20993-0002

North West Medical Instrument (Group) Company, Limited
C/O Ms. Dawn Tibodeau
Responsible Third Party Official
TIJV SOiD America, Incorporated
1775 Old Highway S APR 22 2010
New Brighton, Minnesota 55112-1891

Re: K093971
Trade/Device Name: High Speed Air Turbine l-andpiece Series and Dental Low

Speed Handpiece Including Air Motor Straight and Geared Angle Handpiece Series
Regulation Number: 2I1CFR 872.4200
Regulation Name: Dental Handpiece and Accessories
Regulatory Class: I
Product Code: EFB
Dated: April 12, 2010
Rece ived: April1 14, 2 01 0

Dear Ms. Tibodeau:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of
the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a premarket
approval application (PMA). You may, therefore, market the device, subject to the general
controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice,
labeling, and prohibitions against misbranding and adulteration. Please note: CDRI- does
not evaluate information related to contract liability warranties. We remind you, however,
that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class II (Special Controls) or class III
(PMA), it may be subject to additional controls. Existing major regulations affecting your
device can be found in the Code of Federal Regulations, Title 21, Pants 800 to 898. In
addition, FDA may publish further announcements concerning your device in the Federal
Register.
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Please be advised that FDA's issuance of a substantial equivalence determination does not
mean that FDA has made a determination that your device complies with other requirements
of the Act or any Federal statutes and regulations administered by other Federal agencies.
You must comply with all the Act's requirements, including, but not limited to: registration
and listing (21 CER Part 807); labeling (21 CFR Part 801); medical device reporting
(reporting of medical device-related adverse events) (21 CFR 803); good manufacturing
practice requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820);
and if applicable, the electronic product radiation control provisions (Sections 53 1-542 of
the Act); 21 CFR 1000- 1050,

If you desire specific advice for your device on our labeling regulation (21 CFR Part 80 1),
please go to
http://wwwfaavAotD/etr fcsCDHCR~ncsut I50.tifor
the Center for Devices and Radiological Health's (CDRI-l's) Office of Compliance. Also,
please note the regulation entitled, "Misbranding by reference to premarket notification"
(21ICFR Part 807.97). For questions regarding the reporting of adverse events under the
MDR regulation (21 CFR Pant 803), please go to
htp/wwfagvMdcleie/aeyR~rarbe/eaithn for the CDRH's
Office of Surveillance and Biometrics/Division of Postmarket Surveillance.

You nmay obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free
number (800) 638-2041 or (301) 796-71 00 or at its Internet address
http://www.fda.gov/MedicalDevices/ResourcesforYou/Jndustry/default~htm

Sincerely yours,

1n ~ ~,e

Anthony Watson, B.S., M.S., M.B.A.
Director
Division of Anesthesiology, General Hospital,

Infection Control and Dental Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure
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Indication For Use

510(k) Number (if known): PcdinQ

Device Namec: -ihSedArTrne-ldoceeie

Indications for Use:

This device is an air-powered hand-held device, intended to prepare dental cavities for

restorations, Su~ch as tooth body treatment, tooth drilling and tooth grinding of
stonlatology,

Prescription Use I NDO Ov'r-Thc-Counter Use ____

(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

(PL EASE DO NOT WRI TE BELOW T HIS L INE-CONTrINUE ON ANOTHER PAGE 01: NEEDED)

Concunenice of CDRH-, Office of Device Evaluation (ODE)

(Divisibn Sign-Oft)
Division of Anesthesiology, General Hospital
Infection Control, Dental Devices Page I- of 2

510(k) Number: CK
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Rieport No.:

Indication For Use

510(k) Number (if known): Penadinm_

Device Name: Dental Low Speed 1indfliecc ineludinoL Air Motor Straichi and Geared

Anule 1-landojeecc Series

Indications flor Use:

Th is device is an a ii-powered hand -held dcv ice. intended for renim ing cmiud s matcrial -

redlucing, hard tooth Si:cteeure. Cavity p:Cpuniti~on. finishing tooth picpaIuitions. restonitions

and potishing teeth otb use bly a imtrined prolessionai ill uecimal dentlistr)

Prescription Usc 4 NDO Over-The-Counier Use ___

(Part 21 CFR 801 Subpart D) (21 CE R 801 Subpart C)

(PLEASE D0 NOT WRITE BELOW THIS LINE-CONTINUE- ON ANOTHER PAGE OF NELDE D)

Concurrence of CDRH. Office of Device Evaluation (ODE)

DIVIIOOol AB~tesioIogy, General Hospital

lniectiOfl ContrOl, Dental Devices Pae2 f2-

510(k)NUrber \ Y 3K
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